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DETAILED ACTION 

This action is in response to the amendment, filed 1 1 April 2007, in which claim 2 
was canceled and claims 1 and 3 were amended. 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office Action. 

All objections and rejections not repeated in the instant Action have been 
withdrawn due to Applicant's response to the previous Action. 

Claim Rejections -35USC§112 

The following is a quotation of the second paragraph of 35 U.S. C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 9-11 and 12-15 are rejected under 35 U.S.C, 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

This rejection was first presented in the Office Action mailed 1 1 December 2006 
and is maintained for reasons of record and as set forth below. 

The terms "normal" and "normoglycemia" recited in the tables in claims 9-11 and 
in the text of claims 12-15 are relative terms which render the claims indefinite. The 
terms "normal" and "normoglycemia" are not defined by the claim, the specification does 
not provide a standard for ascertaining the requisite degree, and one of ordinary skill in 
the art would not be reasonably apprised of the scope of the invention. Additionally, 
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because the terms "hypoglycemia" and "hyperglycemia" depend on a definition of 
"normal" or "normoglycemia", these terms, too, are indefinite. The instant specification 
provides that "The blood glucose patterns of the present invention comprise clinically 
significant terms which identify clinically actionable distributions of blood glucose 
measurements but vyhich do not presently have generally accepted definitions within the 
art of glucose reading analysis" (see p. 4, lines 10-12). The instant specification also 
states "In defining settings 102, the user may also define the blood glucose range which 
represents the normal range of glycemia or normoglycemia. The default and preferred 
standardized normal range is 71-150 mg/dL for all time categories except Before 
Breakfast. The default Before Breakfast normal range is 71-125 mg/dL. The normal 
range may be modified by the medical professional for each patient, each time period 
and at each time category, but once set, is the same for all analysis done within each 
time category" (see p. 6, line 18 to page 7, line 1). These passages support the 
indefinite nature of the instant claims 9-15, as the instant specification admits that the 
distributions of glucose measurements do not presently have generally accepted 
definitions, and furthermore, the definitions of blood glucose measurements can be of 
any nature the user wishes. Therefore the terms "normal", 
"normoglycemia/normoglycemic", "hyperglycemia/hyperglycemic", and 
hypoglycemia/hypoglycemic" are undefined and unaccepted in the art. 
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Claim Rejections - 35 USC § 101/112, first paragrapti 

35 U.S.C. 101 reacts as follows: 

Whoever invents or discovers any new and useful process, nnachine, manufacture, or composition of • 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 

Claims 9-15 are rejected under 35 U.S.C. 101 because the claimed invention is 
not supported by either a specifically asserted utility or a well established utility. 

This rejection was first presented in the Office Action mailed 1 1 December 2006 
and is maintained for reasons of record and as set forth below. 

It is accepted that compromised control of blood glucose levels leads to serious 
medical complications for a patient. However the instant application provides no 
evidence that the system described in the instant claims and instant specification is 
relevant to diagnosis or management of any human disease related to glycemic control. 
The instant specification states "The blood glucose patterns of the present invention 
comprise clinically significant terms which identify clinically actionable distributions of 
blood glucose measurements but which do not presently have generally accepted 
definitions within the art of glucose reading analysis" (see p. 4, lines 10-12). Therefore 
applicants admit that their parameters have no acceptance in general medical practice 
for characterizing diseases involving blood glucose control. The instant specification 
fails to demonstrate how the terms are clinically significant, and how the distributions of 
blood glucose measurements are clinically actionable. The applicants provide only a 
single prophetic example (see p. 12 line 13 to p. 15 line 20). This example does not 
provide any actual collected data demonstrating how such a method of blood glucose 
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measurement would generate patterns. Additionally, the hypothetical example does not 
provide how the data collection and analysis is relevant to diagnosing or managing any 
disease that a patient such as Jane Doe, the subject of the Example in the instant 
specification, actually has; it hypothesizes only that blood glucose measurements can 
be performed. 

Diagnostic methods and standards for a disease involving glycemic control are 
established, by the medical community (see Peters et al (Amer J Med, 1998), entire 
document, for example), through extensive population studies of disease states and 
correlations with blood glucose levels (see Peters et al, p. 16S, "Rationale for Previous 
Diagnostic Criteria", for example). Applicants have not demonstrated how collecting 
exactly 14 blood glucose data points, as recited in claim 9, for example, and measuring 
a percentage above and below an arbitrary "normal" reading provides medically useful 
information that substitutes for methods exemplified by Davidsohn et al, Peters et al, 
and additionally by the National Institute of Diabetes and Digestive and Kidney Disease 
website for monitoring and managing blood glucose. 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 1-15 are also rejected under 35 U.S.C. 112, first paragraph. Specifically, 
since the claimed invention is not supported by either a specifically asserted utility or a 
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well established utility for the reasons set forth above, one skilled in the art clearly would 
not know how to use the claimed invention. 

Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the Invention was patented or described in a printed publication in tiiis or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1, 4, 6, 7, 12, 13, and 1 5 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Davidsohn et al. (Clinical Diagnosis by Laboratory Methods. 1974). 
Davidsohn et al. teach methods of diagnosing diabetes. Davidsohn et al teach that 
several methods of diagnosing diabetes by measuring blood glucose levels exist. In • 
particular, one can diagnose diabetes by examining a plurality of data from several 
forms of blood glucose tests ("Two-hour postprandial blood glucose ", p. 606, col 2, for 
example). Davidsohn et al. teach that one should do a fasting glucose test on a 
suspected diabetes patient, and calculate blood glucose levels. If blood glucose levels 
fall into a "suspicious" category - i.e. between 110 and 120 mg/dL,- a second oral 
glucose tolerance test should be performed, and the blood glucose levels again 
calculated, which reads on severity criteria of the suspected hyperglycemic condition. 
Additionally, Davidsohn et al. teach that when a caregiver performs an oral glucose 
tolerance test, if the results are abnormal, another test should be given, reading on 
instant claim 6, which recites that blood glucose should be calculated for a time period 
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other than the predetermined time period. It is an inherent part of the procedure taught 
by Davidsohn et al. that a caregiver calculates the number, i.e. percentage, of readings 
within or outside the normal range of glycemia, as well as the mean of each reading, 
reading on instant claim 12. Additionally, it is the object of the tests taught by 
Davidsohn et al. to count the number of readings above or below a glycemia threshold, 
reading on instant claim 13. It is also inherent in the tests described by Davidson et al. 
to calculate the number of readings above the glycemia threshold, and to detail the 
mean and quantity of readings outside normal glycemia threshold. Additionally, 
regarding claims 4. 6, and 7, which recite the recording of data in the form of a glycemic 
control report, this is an inherent step in generating a medical history for a given patient. 
Therefore the teachings of Davidsohn et al. are deemed to anticipate the instant claims 
1,2,4,6.7, 12, 13, and 15. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, If the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1-8 and 12-18 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Davidsohn et al. 

The teachings of Davidsohn et al. are discussed above and applied as before. 
Additionally, Davidson et al. suggest that one may perform more than two blood glucose 
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measurement protocols on certain patients. For example, one can diagnose 
"prediabetic" patients. First a caregiver provides an initial glucose tolerance study. A 
second glucose tolerance study is then performed after the administration of a cortisone 
shot. In patients that have a blood glucose concentration of 140 mg/dL or higher after 2 
hours, follow-up studies are necessary, reading on instant claim 3 which recites that a 
third set of calculations are performed based on a predetermined normal range of 
criteria (see p. 608, bottom of col 1 and top of col 2, for example). Additionally, as 
discussed above it is standard medical practice to record the results of diagnostic tests 
in a patient's medical history, reading on instant claim 5, 16, 17, and 18. As stated for 
instant claim 6, when a glucose tolerance test is part of the protocol, it would be obvious 
to repeat the test if abnormal results are obtained due to patient illness (see p. 607, col. 
1 , for example), reading on instant claim 8. 

A person of ordinary skill in the art at the time the invention was made would 
have been motivated to perform a third set of calculations on a plurality of blood glucose 
readings, because Davidsohn et al. teach that this is proper procedure in making a 
diagnosis among certain classes of patients, and it would be obvious to perform some 
sets of tests outside the predetermined time category, because Davidsohn et al. teach 
that sometimes the patient's condition mandates repeating certain blood glucose tests. 

Hence, it would have been prima facie obvious to one of ordinary skill in the art at 
the time the invention was made to perform a third set of calculations on a patient, and 
on occasion perform these tests outside the predetermined time category. 
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Response to arguments - 35 USC §112 

Applicant traverses the rejection of claims 9-15 in the Office Action mailed 1 1 
December 2006 urider 35 USC 112, second paragraph, as being indefinite because of 
the use of the terms "normal" and "normoglycemia". Applicant argues that the terms 
"normal" and "normoglycemia" are wellknown to and commonly used by those of 
ordinary skill in the art. 

Applicant's arguments have been fully considered but are not deemed 
persuasive. 

Examiner agrees that these terms are used in the art to describe blood sugar 
levels of patients. There are even accepted upper and lower levels of glycemia that are 
accepted in the art as being normal blood sugar levels; these are detailed, for example, 
in the non-patent literature that accompanied the previous Office Action. However the 
instant specification explicitly states that the term "normoglycemia" is user-defined. 
There are absolutely no parameters as to how one of ordinary skill in the art would 
define "normoglycemia" in terms of the instantly claimed invention, and therefore 
"normoglycemia" could be any blood sugar level measured. Therefore, despite the fact 
that "normoglycemia" has an accepted meaning in the art, the instant specification 
attempts to define the term in a manner outside that commonly known in the art, but 
does not provide parameters for arriving at a definition. Therefore, in the instant 
application, the term "normoglycemia" is indefinite. 
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Response to arguments - 35 USC § 101/112, first paragraph 

Applicants traverse the rejection of claims 9-15 in the Office Action mailed 1 1 
December 2006 under 35 USC 101/112, first paragraph. Applicant argues that one 
skilled in the art would recognize that the invention is directed to controlling blood sugar 
levels. Examiner disagrees. Applicant has provided that it is desirable to know a given 
patient's blood sugar levels, and that blood should be drawn and sugar levels in that 
blood should be measured. However, as stated above, the claims and specification 
provide no guidance as to how one of ordinary skill in the art should use measured 
blood sugar levels to guide treatment. While it is accepted that measurement of blood 
sugar levels is an essential part of diabetes management, Applicant asserts that the 
instantly claimed invention is patentably distinct Uom previous methodology. However 
because Applicant teaches no means to use the acquired data, only an indefinite set of 
rules for characterizing blood sugar levels, the claimed invention lacks utility. Asserting 
that it is well known in the art to measure blood sugar levels in a method of managing 
diabetes does not lend utility to a novel method of tracking blood sugar levels. 

Response to arguments - 35 USC § 102 

Applicants traverse the rejection of claims 1, 4, 6, 7, 12, 13, and 15 in the Office 
Action mailed 11 December 2006 under 35 USC 102(b) as being anticipated by 
Davidsohn et al. 
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Applicants argue that Examiner has not addressed all the limitations of instant 
claim 1, especially "predetermined pattern label", "performing second calculations", and 
"severity criteria". 

Applicant's argument has been fully considered but is not deemed persuasive. 

Examiner asserts that these limitations have been addressed. For example, a 
"predetermined pattern label" in the context of Davidsohn would be a situation in which 
a patient was given an oral glucose test; if the blood sugar levels were too high, a 
second oral glucose test would be performed. Another high glucose measurement 
would lead a doctor to characterize someone as "hyperglycemic" according to art- 
accepted blood sugar parameters, which is the same as assigning a pattern label. As 
explained in the Office Action mailed 11 December 2006, Davidsohn's recommendation 
of measuring blood glucose after a second oral glucose test reads on "performing a 
second set of calculations". Lastly, the issue of "severity criteria" was addressed in the 
previous Office Action: Davidsohn et al recommend that if a patient's glucose level is 
"suspicious" after a first reading, a second test should be performed to assess the 
severity of a patient's hyperglycemia. Assigning a severity of hyperglycemia based on 
art-accepted blood glucose parameters, as Davidsohn et al recommend, reads on the 
instantly claimed limitation of determining whether second calculations meet "severity 
criteria", and characterizing the severity of a patient's hyperglycemia reads on 
"appending a severity suffix to said pattern label". 
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Response to arguments - 35 (JSC § 103 

Applicant traverses the rejection of claims 1, 3-8, and 12-18 in the Office Action 
mailed 11 December 2006 under 35 USC 103(a) as being anticipated by Davidsohn et 
al. . 

Applicant argues that because Examiner has not met all the limitations of 
amended claim 1, the rejection of the other claims under 35 USC 103(a) is invalid. 

Examiner maintains this rejection because, as explained above, the teachings of 
Davidsohn . et al continue to anticipate the recited elements of claim 1 of the instantly 
claimed invention. Therefore the rejection of the other claims under 35 USC 1 03(a) is 
maintained. 

Conclusion 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 . 1 36(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed untir after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 
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Any inquiry concerning tliis comnnunication or earlier communications from the 
examiner should be directed to Clark D. Petersen whose telephone number is (571)272- 
5358. The examiner can normally be reached on M-F 8:30-5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jon Weber can be reached on (571)272-0925. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571 

CDP 

6/28/2007 

Jon Websr 
SupetvisoiY Patent Examiner 




